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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication{s) filed on 27 June 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1 '25,27-32.34-36 and 61 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6M Claim(s) 1-25,27-32,34-36 and 61 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10)0 The drawing{s) filed on is/are: a)n accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1 )□ The oath or declaration Is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 « 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). • . 

See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 



1) I2SI Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 27 May 2005 . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-152). 

6) □ Other: . 
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DETAILED ACTION 

Continued Examination Under 3 7 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114 was filed in this application 
after appeal to the Board of Patent Appeals and interferences, but prior to a decision on the 
appeal. Since this application is eligible for continued examination under 37 CFR 1.114 and the 
fee set forth in 37 CFR 1 . 1 7(e) has been timely paid, the appeal has been withdrawn pursuant tp 
37 CFR 1.1 14 and prosecution in this application has been reopened pursuant to 37 CFR 1.1 14. 
Applicant's submission filed on 27 June 2005 has been entered. 

Specification 

2. The specification is objected to as documents have been improperly incorporated by 
reference. In particular, the specification states: 

Twcoiu»o»An ow KV BiafgRgWCE 
Alt refereneca referre d to herein are hereby incomorated bv reFcrenCe in their . 
wiHueties. T he ineofTaorBtimi ftf These trferences. standing alone, should not be COnsfrBBd flS 8n 
Assertion or m imigston hv Afe inventiws that anv poidon of the contCTOS of all of ihgSC referenCC S.Ja: 
any particular reference. i& considered to be eaaentiat mfiterial for sarisfVing anv national or regional 
statutory disclosure rw^uite tnent for patent applications. Notwithstanding, the inventOTS TWervg tflg 
ri pjhtto rely upon apy fyf such refer e nces, where jg^jvmpriate fiw prtwidinp material deemed essential 
the elflimed invention hv an examining authority or court. No reference referred to hffran is 
pdmitted to be prior art to the claimed invention. 
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Such omnibus language fails to specify what specific information applicant seeks to incorporate 
by reference and similarly fails to teach with detailed particularity just where that specific 
information is to be found in each of the cited documents. 

Attention is also directed to MPEP 608.0 l(p)I, which, in pertinent part, is reproduced below: 

Mere reference to another application, patent, or publication is not an incorporation of 
anything therein into the application containing such reference for the purpose of the 
disclosure required by 35 U.S.C. 1 12, first paragraph. In re de Seversky, 474 F.2d 671, 
177 USPQ 144 (CCPA 1973). In addition to other requirements for an application, the . 
referencing application should include an identification of the referenced patent, 
application, or publication. Particular attention should be directed to specific portions of 
the referenced document where the subject matter being incorporated may be found. 
(Emphasis added) 

As set forth In Ex parte Raible, 8 USPQ2d 1707, (BPAI, 1998) 

The examiner is of the opinion that the general incorporation by reference of the Bentley . 
disclosure in appellant's specification is insufficient to support the specific disputed 
limitations of the present claims in the manner required by section 1 12 of the statute. We 
agree. 

* * * 

We believe that the doctrine of incorporation by reference is of no avail to appellant in 
this regard since there is no specific indication in the instant specification of the particular 
features disclosed by Bentley which correspond to those intended for use in the here- 
claimed device; nor does the specification identify the specific portions of the patent 
which appellant may have intended to rely upon to supplement his disclosure. The 
purpose of incorporation by reference in an application of matter elsewhere written down 
is for economy, amplification, or clarity of exposition, by means of an incorporating 
statement clearly identifying the subject matter which is incorporated and where it is to 
be found. In re de Seversky , 474 F.2d 671, 177 USPQ 144 , (CCPA 1973). 

Accordingly, the cited documents are not considered to have been properly incorporated by 

reference and as such, have not been considered with any effect towards their fiilfiUing, either in 

part or in whole, the enablement, written description, or best mode requirements of 35 USC 1 12,' 

* 

first paragraph. 



« 
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Response to arsument 

3. At page 16 of the response received 27 June 2005, applicant's representative asserts that 
the preceding passage inserted into the disclosure is correct in incorporating a document by 
reference, as the entirety of each reference is "relevant to the invention." / 

4. The above argument has not been found persuasive for a review of the cited art fails ta 

■ 

m 

• 

show how all parts of al documents are "relevant" to the claimed invention. Case in point, page 

• 

3 of the disclosure makes reference to US Patent 4,6,8,3,202. A review of the '202 patent finds^! 

* 

the last page directed to a Certificate of Correction where a terminal disclaimer is disclosed. 



Application/Control Number: 10/020,596 
Art Unit: 1634 



Page 5 



UMTED STATES PAIWT AND TRADEMARK OITICE 



CERTmCATE OF CORRECTION 



PATENT NO. : 4^683^02 
DATED :Jaiy28,l$S? 



PaselQf 1 



IKVEyTOR(S) : Kfiry B. M{£!iis 



It » cwtfffsd th&l error 8pp98r9 in tK« sibcv^idBnlifjvd pat«nl and that Siid Lsttori P8t«nl i» 
hereby co^rs^d es shown below; 



Title page. 

After [*| Notice, please replace "The portion of the tenn of Uus patent 
subsequent to M. 28, 2004 has been disdalmed'' with - This pat^t is 
subjea to a terminal disclaimer. - 



Signed and Sealed tliis 



First Day of July, 2003 




JAMES H. ROOAN 
lyjrcctor of the U/utat SasM Pstent a/td Trudemark 0|g?cc 
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5. It is less than clear how a terminal disclaimer in a patent issued in 1987, and which has 
not expired, is in any way "relevant" to the instantly claimed method. Attention is directed to 
MPEP 2145. 

Attomey argument is not evidence unless it is an admission, in which case, an examiner 
may use the admission in making a rejection. See MPEP § 2129 and § 2144.03 for a 
discussion of admissions as prior art. 

The arguments of counsel cannot take the place of evidence in the record. In re Schulze, 
346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965); In re Geisler, 116 F.3d 1465, 
43 USPQ2d 1362 (Fed. Cir. 1997) ("An assertion of what seems to follow from common 
experience is just attomey argument and not the kind of factual evidence that is required 
to rebut a prima facie case of obviousness."). See MPEP § 716.01(c) for examples of 
attomey statements which are not evidence and which must be supported by an 
appropriate affidavit or declaration. 



6. Therefore, and in the absence of convincing evidence to the contrary, the objection to the 
specification is reinstated. 



Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 1-25, 27-32, 34-36, and 61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Patent 5,928,869 (Nadeau et al.) in view of WO 97/43450 (Cronin). 

9. Nadeau et al., teach at length of probes/primers that may be used both in solution and on 
a support (column 1 5). As seen therein the probe/primer may comprise multiple regions, 
including embodiments where two regions can self hybridize to one another when the 



4 
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target/template is not present. Said probe/primer can also comprise labels, including that which 
participates in fluorescent resonant energy transfer (FRET, or FET as disclosed therein). 

10. The aspect of the amplification reagents being present and were used speaks to the 
presence of water-based solutions. The presence of water and associated buffers is considered to 
meet the limitation of "a dissociating reagent" for the presence of water, and/or associated 

ft 

buffers can be used to effect dissociation when the temperature of the solution is changed. 

1 1 . Nadeau et al., column 15, lists a plethora of labels and/or tags that can be used in 
association with the primer/probe. At column 16, Nadeau et al., teaches that donor and acceptor • 
dyes may e affixed to the primer/probes via various methodologies 

12. Cronin, page 6, discloses a method by which hybridization reactions are accelerated by 
using polycationic polymers such as detergents well as polylysine. 

13. Cronin, page 8, teaches using probes that contain a label. The aspect of a probe 
containing a label is considered to meet the limitation that the probe contains at least one 
negative charge (contributed from the phosphate groups) as well as at least one cationic charge, 
which is contributed via the label. 

14. Cronin, page 9, teaches that the target can be any form of RNA, which meets a limitation 
of claims 14 and 15. 

15. Cronin, page 7, teaches explicitly of various temperatures and salt concentrations that the 
hybridization reaction can be conducted under. 

16. In view of the explicit teachings of Nadeau et al., as to the composition and form of 
primers/probe, that they can be used in solution, one of ordinary skill in the art would have been 
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motivated to have modified the method as disclosed by Cronin, so that the beneficial aspects of 
using a polycationic polymer and/or detergent could be realized. 

17. To the extent that the claimed method recites specific ranges or concentrations, such 
limitations are considered to be the result of routine optimization and do not, therefore, constitute 
a patentable distinction over the prior art of record. It is well settled that routine optimisation is 
not patentable, even if it results in significant improvements over the prior art. In support of this 
position, attention is directed to the decision in In re Aller, Lacey, and Hall, 105 USPQ 233 
(CCPA 1955): 

Normally, it is to be expected that a change in temperature, or in concentration, or in 
both, would be an unpatentable modification. Under some circumstances, however, 
changes such as these may impart patentability to a process if the particular ranges 
claimed produce a new and unexpected result which is different in kind and not merely in 
degree fi:om the results of the prior art. In re Dreyfiis, 22 C.C.P.A. (Patents) 830, 73 F.2d 
931, 24 USPQ 52; In re Waite et aL, 35 C.C.P.A. (Patents) 1 1 17, 168 F.2d 104, 77 USPQ 
586. Such ranges are termed "critical" ranges, and the applicant has the burden of 
proving such criticality. In re Swenson et al, 30 C.C.P.A. (Patents) 809, 132 F.2d 1020, 
56 USPQ 372; In re Scherl, 33 C.C.P.A. (Patents) 1 193, 156 F.2d 72, 70 USPQ 204. 
However, even though applicant's modification results in great improvement and utility 
over the prior art, it may still not be patentable if the modification was within the 
capabilities of one skilled in the art. In re Sola, 22 C.C.P.A. (Patents) 1313, 77 F.2d 627, 
25 USPQ 433; In re Normann et al., 32 C.C.P.A. (Patents) 1248, 150 F.2d 708, 66 USPQ 
308; In re Irmscher, 32 C.C.P.A. (Patents) 1259, 150 F.2d 705, 66 USPQ 314. More 
particularly, where the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation . In re , 
Swain et aL, 33 C.C.P.A. (Patents) 1250, 156 F.2d 239, 70 USPQ 412; Minnesota Mining 
and Mfg. Co. v. Coe, 69 App. D.C. 217, 99 F.2d 986, 38 USPQ 213; Allen et al. v. Coe, 
77 App. D. C. 324, 135 F.2d 11, 57 USPQ 136. (Emphasis added) 



18. For the above reasons, and in the absence of convincing evidence to the contrary, clainis" 
1-25, 27-32, 34-36, and 61 are rejected under 35 U.S.C. 103(a) as being unpatentable over US .. 
Patent 5,928,869 (Nadeau et al.) in view of WO 97/43450 (Cronin). 
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Conclusion 



1 9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

20. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached on (571) 272-0745. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

21 . Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 



applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PABl 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). * 




V 



Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 
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13 September 2005 



